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DETAILED ACTION 

Continued Examination Under 37 CFR 1. 1 14 

1 . A request for continued examination under 37 CFR 1 . 1 1 4, including the fee set 
forth in 37 CFR 1 .1 7(e), was filed in this application after final rejection. Since 
this application is eligible for continued examination under 37 CFR 1.114, and the 
fee set forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous 
Office action has been withdrawn pursuant to 37 CFR 1.114. Applicant's 
submission filed on 07/16/2010 has been entered. 

Claim Rejections - 35 USC §102 

2. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

Claims 55-69 and 73 are rejected under 35 U.S.C. 102(b) as being anticipated by 
B. Aussedat, (A user-friendly method for calibrating a subcutaneous glucose 
sensor-based hypoglycaemic alarm, Biosensors & Bioelectronics Vol. 12. No. 
1 1 , pp. 1 061 -1 071 , 24 March 1 997). 
Regarding claim 55: 

B. Aussedat describes a device for monitoring glucose concentration in a 
biological sample of a host (page 1061, ECU), the device comprising: a 
continuous glucose sensor that produces a data stream indicative of a glucose 
concentration in a host (page 1061, ECU glucose monitoring), the data stream 
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including a plurality of time spaced sensor data points (fig. 1); and an integrated 
receiver that receives the data stream from the continuous glucose sensor (page 

1 061 , ECU), wherein the integrated receiver includes a single point glucose 
monitor (page 1062, needle type glucose sensor), a processor (page 1062, 
ECU), and a computer readable memory (page 1063, wearable ECU), wherein 
the single point glucose monitor is configured to receive a biological sample from 
the host and to measure the concentration of glucose in the sample ((page 

1062, measure glucose concentration), the measured glucose concentration 
including a reference data point (fig. 1, max, min, etc), and wherein the computer 
readable memory includes instructions configured to cause the processor to 
process the data stream received from the continuous glucose sensor determine 
a rate of change of the data stream received from the continuous glucose analyte 
sensor and calibrate the data stream using the glucose concentration measured 
by the single point glucose monitor (page 1063-1064, monitor rate of change in 
fig. 1 to perform calibration). 

Regarding claim 56, B. Aussedat further describes wherein the integrated 
receiver is configured to reject a reference data point obtained when the rate of 
change of the data stream is above a threshold (page 1 062, ECU alarm when 
below or above threshold). 

Regarding claim 57, B. Aussedat further describes wherein the integrated 
receiver includes a data matching module configured to match a reference data 
point to a sensor data point to form a matched data pair, wherein the reference 
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data point and the sensor data point are obtained at substantially corresponding 
times, and wherein the rate of change of the data stream is below a threshold at 
the time the sensor data point is obtained (fig. 1 ). 

Regarding claim 58, B. Aussedat further describes wherein the integrated 
receiver includes a calibration module configured to form calibration information 
based at least in part on at least one reference data point and at least one sensor 
data point, wherein the reference data point and the sensor data point are 
obtained at substantially corresponding times (page 1063-1064), and wherein the 
rate of change of the data stream in below a threshold at the time the sensor 
data point is obtained (fig. 1 , beep 2). 

Regarding claim 59, B. Aussedat further describes wherein the integrated 
receiver includes a conversion function module configured to create a conversion 
function based at least in part on at least one sensor data point, wherein the 
sensor data point is obtained when the rate of change of the data stream is 
below a threshold, and wherein the conversion function is configured to convert 
the sensor data point into a calibrated data point (page 1063-1064, fig. 1 , beep 
2). 

Regarding claim 60, B. Aussedat further describes wherein the integrated 
receiver includes a sensor data transformation module configured to convert at 
least one sensor data point into a calibrated data point, and wherein the rate of 
change of the data stream at the time at which the sensor data point is obtained 
is below a threshold (fig. 1 ). 
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Regarding claim 61, B. Aussedat further describes wherein the integrated 
receiver includes a calibration module configured to form a calibration set based 
at least in part on at least one matched data pair, the matched data pair including 
reference data point and a sensor data point (fig. 1), wherein the reference data 
point and the sensor data point are obtained at substantially corresponding times 
and wherein the integrated receiver includes_a calibration evaluation module 
configured to evaluate the matched pair (fig. 1), wherein the calibration 
evaluation module is configured to prevent the matched data pair from 
influencing the calibration set if the rate of change of the data stream at the time 
the sensor data point is obtained is above a threshold (fig. 1 , different data point). 
Regarding claim 62, B. Aussedat further describes wherein the integrated 
receiver includes a clinical module configured to compare a first reference data 
point to a second reference data point to determine whether the first reference 
data point is clinically acceptable (page 1063-1064, below define threshold), 
wherein the second reference data point is obtained prior to obtaining the first 
reference data point, and wherein the first reference data point is determined to 
be clinically acceptable if the difference between the first reference data point 
and the second reference data point is below a threshold (page 1063-1064, 
below define threshold). 

Regarding claim 63, B. Aussedat further describes wherein the integrated 
receiver includes a clinical module configured to compare a first sensor data 
point to a second sensor data point to determine whether the first sensor data 
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point is clinically acceptable, wherein the second sensor data point is obtained 
prior to obtaining the first sensor data point Page 1 064-1 065, fig. 1 , 2), and 
wherein the first sensor data point is determined to be clinically acceptable if the 
difference between the first sensor data point and the second sensor data point 
is below a threshold (page 1 063-1 064. within threshold value) 
Regarding claim 64, B. Aussedat further describes wherein the integrated 
receiver includes a stability module configured to determine whether the sensor 
data is stable, and wherein the sensor data is determined to be stable if the rate 
of change of the data stream is below a threshold at the time the sensor data is 
obtained (page 1 063-1 064m rate of change within threshold or not). 
Regarding claim 65, B. Aussedat further describes measurements indicative of 
in vivo glucose concentration, and wherein the threshold is set at a 
predetermined level (page 1061-1062, in vivo and real time detection of glucose 
level). 

Regarding claim 66, B. Aussedat further describes measurements indicative of 
in vivo glucose concentration (page 1063, in vivo), the threshold is 0.25 
mg/dL/min (page 1065, can detect below 70 mg/dl/min, 0.25 is less than 70). 
Regarding claim 67, B. Aussedat further describes wherein the data stream 
comprises measurements indicative of in vivo glucose concentration (page 1063, 
in vivo), and wherein the threshold is 0.5 mg/dUmin (page 1065, can detect 
below 70 mg/dl/min, 0.5 is less than 70). 
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Regarding claim 68, B. Aussedat further describes measurements indicative of 
in vivo glucose concentration (page 1061-1062), and wherein the threshold is 
greater than 0.5 mg/dL.min (page 1063, 70 mg/dl). 
Regarding claim 69, B. Aussedat further describes wherein the integrated 
receiver includes an interface (page 1063, ECU with display), and wherein the 
user interface is configured to request additional reference data when the rate of 
change of the data stream is below a predetermined threshold (fig. 1 , data below 
L2 region). 

Regarding claim 73, B. Aussedat further describes wherein the integrated 
receiver includes an. interface configured to display continuous glucose sensor 
data and single point glucose monitor data (page 1062-1063, display LCD from 
ECU, with needle type as single point glucose monitor). 

Contact information 
3. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Tung S. Lau whose telephone number is 571 - 
272-2274. The examiner can normally be reached on M-F 9-5:30. If attempts to 
reach the examiner by telephone are unsuccessful, the examiner's supervisor, 
Drew Dunn can be reached on 571-272-2312. The fax phone numbers for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR 
only. For more information about the PAIR system, see http://pair- 
direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll- 
free). 



/Tung S. Lau/ 

Primary Examiner, Art Unit 2857 
December 10, 2010 



